This report is required by iaw (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

48-R-0109 


CUSTOMER NO. 
35029 


Interagency Report Control No 
01 80-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

HENNESSY RESEARCH ASSOCIATES, L L C 
12700 JOHNSON DRIVE 
SHAWNEE, KS 66216 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfsffes) 


l[b)(2)High, (b)(7)(F) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


B. Number of 
animals being 

Animals Covered bred, 

By The Animal conditioned, or 

Welfare Regulations held for use in 

teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching, 

F. 

animals upon 

which experiments, 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted invoMng 

anesthelic.analgesic, or tranquilizing drugs would 


tests were 

accompan^ng pain or 

have adversely affected the procedures, results, or 

(Cols. C 

conducted 

distress to tf^e animals 

interpretation of the teaching, research, 

D + E) 

involving no 

and for whidi appropriate 

experiments, surgery, or tests. (An explanation of 


pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 





ASSURANCE STATEMENTS 


1) Professic^aily acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaiiy Responsibie institutionai officiai) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


KS r.« ■ I •] -WtM ^*1 


(b)(6), (b)(7)rc') 


DATE SIGNED 


tb)(6),(b)(7)(c) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 


PART 1 - HEADQUARTERS 





























1. Registration Number: 48-R-01 09 / 35029 

2/3. Species (common name) & Number of animals used in this study: 
Hamsters (500) 


4. Explain the procedure producing pain and/or distress. 

Potency Testing of EHV 1 Vaccines in hamsters for the purpose of obtaining a USDA/APHIS license for EVH 1 containing 
veterinary products. 


Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 


Death as an End Point Scientific Rational Principle Investigator! 
Equine Herpes Virus Vaccine Potency A total of 500 hamsters wH 


b)(6).(b)(7)(c) 


project Title or Course Number: 

3 reporting period for potency testing 
of production lots, in order to correlate host animal protection with laboratory animal protection. These activities were 
covered by Hennessy Research lACUC protocol HRA 0004. Hamsters are the laboratory animal that has been used and 
accepted by USDA-APHIS-CVB for the past 20+ years as a correlate to protection in horses for immunogenicity studies. 
In order to statistically prove the correlation of a hamster PD50 with acceptable horse vaccination/challenge study. The 
number of hamsters requested for this protocol takes into account testing necessary to evaluate multiple vaccine lots in 
comparison with data established in host animal immunogenicity studies. Death as an end point is required by 
USDA-APHIS-CVB for all LD50 and PD50 calculations. In hamsters the interval between morbundity and death is very 
short for this disease. It is difficult to predict death without Jeopardizing the end point result. There are no analgesics 
available which will reliably not bias the end result. This is currently the only laboratory animal procedure accepted by the 
USDA-APHIS-CVB for correlation to horse vaccination/challenge for vaccine efficacy evaluation. There are currently no 
acceptable animal model alternatives recognized by USDA-APHIS-CVB for evaluating EHV 1 containing veterinary 
vaccines. In-vitro methods, such as the ELISA test, are currently under development; however, it will be necessary to use 
the hamster model for EHV Type 1 vaccine testing until the in-vitro method is perfected and accepted. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency: USDA-APHIS-CVB approved production outlines CFR: 
describing the accepted hamster vaccination/challenge 
potency test for batch release 


Approval Status: 
Approved/Disapproved By: 
Date: 


Disapproved Reason: 


